KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

PLYIRVICE S WA
1. HME HA JIEKAPCTBEHMUSA ITPOAYKT F30/2-Y 2 -09- 2076
Kaonapekc 0,5 mg TadieTrku
Clonareks 0,5 mg tablets
Knonapekc 2 mg T

Clonareks 2 mg tableﬁs

p 2 KAYECTBEH U KOJIMYMECTBEH CbCTAB

Bceska Tabnerka Knnonapeke 0,5 mg cvabpxka 0,5 mg kioHasenam (clonazepam).

Kronapekc 2 mg cobpka 2 mg Kionasenam (clonazepam).
[TomowHO(M) BewecTro(a) ¢ M3BECTHO JIeIiCTBHE

Bceska tabnerka Kimonapeke 0,5 mg cvabpxka 59,2 mg nakro3a MOHOXH/pAT.
Bcsaka Tabnerka Kinonapeke 2 mg cbabpxka 236.8 mg nakro3a MOHOXHApAT.

3a MbJIHUA CIMTUCHK HA MOMOILHUTE BELIECTBA BUXKTE To4Yka 6.1.
3. JJEKAPCTBEHA ©OPMA

Tabnerka.

Kaonapexc 0,5 mg tabaerkn ca 6e1u 10 NoyTH Oenu, Kpbriy TabJETKH, C €Ha JAeJIMTeIHA YepTa OT
e/HaTa CTpaHa M rj1ajKu OT Jpyrara cTpaHa, ¢ AdaMeTsp 5,5 mm + 2%.

Knmgem 2 mg TabaeTkn ca ﬁemaa noyty Genu, Kpbriiv TabNeTKH, ¢ ABE JENUTENHH YePTH Ha KPbCT
OT eIHaTa CTPaHa  IMafKH OT APYraTa CTpaHa, ¢ Aamersp 10 mm + 2%. .

TabneTkure Morat aa ObaaT pa3ae/ieHH Ha B€ WJIH YETHUPH PaBHHU J103H.

4. KIIMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

KnoHapekc € noka3zaH npv BCHYKH KJIMHUYHH (POPMH Ha EIMHJIENCHSA W I'bpPYOBE MPH HOBOPO/IEHH, Jlela H
Bb3pacTH, ocobeHo abcaHcu (petit mal), BKJIIOYMTETHO ATMMUYHKM a0CAaHCH; NMBbPBHUYHHU WIIH BTOPHUUYHO
reHepajJiu3upaHd TOHHUYHO-KIOHWYHMU npunaabuv (grand mal), TOHMYHW MWK KIOHUYHMW TIPUNAIBLM,

napuvajHi (OrHULIHK) MNPUCTBIIM C MNPOCTa WAM KOMIUIEKCHAa CUMIITOMAaTHKa; pa3/iM4HU (QOpPMH Ha
MHOKJIOHWYHH MPUCTBITH, MUOKJIOHYC U CBbp3aHU aDHOPMHHU 1BHIKEHMS.

Kj10Hapekc € rnokasaH 3a JieYeHHE Ha MaHUYECKO Pa3CTPOHUCBO ChC WK 0e3 aropagpoOus.
4.2 Jlo3HpPOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Jlenurennara yepra BbpXy TaOJIETKUTE YJIECHABA MPUJIAraHeTO Ha MO-HUCKH JIHEBH
Ha JIEYEHHUETO.

Bv3pacmnu
Hauannara no3a He TpsbOBa na Haaxebpiasa | mg/aneBHo. Ilogabpxkawara no3a 3
mexay 4 u 8 mg.



Iayuenmu 6 cmapyecka gv3pacm

[JamueHTHTE B cTapyecka BB3pacT €a 0coGeHO YyBCTBUTENHH KbM eEKTHTE Ha UEHTpANHUTE AeNpECcaHTH K
npH TAX MOXE Ja ce MOoABHU o6bpkeaue. [Ipernopbysa Ce HAYATHATA no3za Knonapeke Ja HE¢ HaIXBBPIA
0,5 mg/aHEBHO.

Topa ¢a OOUH OHEBHHW NO3H, KOHTO tpsOBa Aa Obaar pasacicHu Ha 3 Wik 4 npuema npes ONPEACIICHH
MHTEpBalH B PaMKUTE Ha ACHA. [Tpu HeOOXOAMMOCT, O NMPELUCHKA Ha JeKapd MOrat Ja ce mpHiarar H mo-
RICOKH HO3M, A0 MaxcuMyM 20 mg AHCBHO. KM TOAZbPKAIA f032 ClieABa Aa C& MPEMUHE cnep oKono 2 a0
4 ceIMHLIH.

[TeduampusHa nonynayus

HosgopoOeru u 0eya
3a fa ce NOCTHTHE ONTHMAIIHO J03MpaHe, Ha JieliaTa clejpa ia ce nasat TabnerkH or 0,5 mg,

HavanHaTa Jio3a He Tpa0Ba 1a HAIBHILIAB 0,25 mg/mHeBHO 33 HOBOPOACHH H vanky aena (ot 1 o 5 roauH )
u 0,5 mg/AHEBHO 3a NO-TOJICMH ACLA. [ToaabpxallaTa 103a o6HKHOBEHO MOMAJA B CIIEAHKUA AHANa30H.

Jeua B yHHRIHIIHA BB3PaCT (ot 5 po 12 FOOVHM) 3 no 6 mg
Mankn aeua (ot 1 1o S rOAUHH) I po3 mg
Hosopoaer (ot 0 10 | FOAHHH) 0,5 n0o 1 mg

[Ipn onpencnenu dopMHu Ha enuwiencud B eTCKaTa Bb3PAcT, HAKOW MNAlNeHTH HE morar Aa Onaat noBeuc
afleKBaTHO KOHTPONIMPAHH C Knonapexc. KOHTPOIBET MOXKE [ia 6ble BHICTAHOBEH ¢ MOBHIUABAHE HA HO3aTa
WIM MpeXbCBaHe Ha NEUEHHCTO ¢ KnoHapekc 3a 2-3 CCAMHUH. Tpes nepHoOAa Ha MPEKbCBAHE HA AeYeHHETo
nauueHThY Tpatpa na Onae NoA HaOmoaeHue U TpH HeOBXOMMMOCT, Aa CE TPHIOKH JICUCHUE C Apyry

JIeXapcTBa.

HayuH Ha OpHIIOKEHUE
Tleuenuero TpAGBa Aa 3anoyHE ¢ HHUCKH nosu. Jlosara Tpabsa ga ce nopuuiaba MOCTCNEHHO, JOKAaTO CC

NOCTHI'HE noaxondamara 3a BCCKH naiyeHT noaabpXxaula J034a.

Jlo3ara npunarad KIOHapeKe Tpa6Ba na ObAe KOpHrupaHa cnopef, MHAVBHAYANHHTE HYXIN Ha BCEKHU
[TALIMEHT ¥ € B 3aBHCHMOCT OT MHAMBHAYAITHHUA OTTOBOP Ha NPOBEXAAHOTO JICUCHAE. MoaxpprkailiaTa 103a
cielBa ga ce onpenens OT KIMHHHHAA OTTOBOp H NMOHOCHMOCTTA.

J[HeBHATA 1032 Cl1e7Ba Aa C& PasAtiit Ha 3 paBHM JI03K. AKO JIO3HTE HE Ca pa3feJiCHH MOPaBHO, Haf-ronamara
033 cAeBa Aa CE MpHiara petep Npeat rarane. Crel KaTo ce NpeMHHE KbM NOAIBPKAILO nevyeHue, AHEBHATA
n03a TpAGBA Ja ce npuiara ¢HOKpaTHO BEUEP.

EQHOBPEMEHHOTO TNpHiaraHe Ha [opeye OT €AHO AHTHEMWICIITHYHO IeKapcTBO € YecTa MpaKTHKa IMpH
neyeHUe HA eHAENcUs, KOATO MOXe Aa Ce npunara ¥ npu KioHapexc. Moske fa ce HAIOKH KOPEKIHA Ha
103aTa HA BCEKHM OT JICKADPCTBEHWIC NPOAYKTH 3a MOCTHraHe Ha onTuMateH edekT. AXO MpH MALMCHTH,
JleKYBaHH C KAOHasenaM, ce pasBHC eMTEITTUYEH CTaTyc, MOXe Ja ce MpeMHHe KbM [apeHTEpaIHa
(MHTpaBeHO3Ha) popma Ha KITOHA3ETIaM 3@ KOHTPON Ha CHCTOAHHETO. penu fa ce Ao0aBH KIOHAICTIAM KbM
MpOBEXIaHa AHTHKOHBYJICHMBHA cxeMma Ha fcueHue, cielBa Ja C& BIEMC npenpul, Ye €AHOBPEMCHHOTO
npuaarase Ha HAKOIKO AHTHKOHBYJICAHTH MOXeE Ja yBCIHHH qecTOTATd HA HEXeNaHWTe JIEKapCTBCHH

peakuHd.
4.3 [IporHBONOKa3aHHA

KnoHapeKe € npoTHBomnokasal npH (ALIMEHTH C W3BECTHA CBPBXUYBCTBHTENHOCT KbM GeH304Ha3ENTHHH WIH
KBM HAKOE OT TOMOLIHMTE BEIECTBA Ha 1eKapcTBOTO, H30pOoeHH B TOUKA 6.1, IpH NALMEHTH C TEKKA
IUXATEeNHA HeAOCTATHYHOCT, ChHHA AITHEA, TexKa UepHOAPOOHA HEAOCTATBHHOCT.

Knonapekc He Tpabea Ha Ce M3MON3Ba MpH NMALWEHTH B KOMa HIH NpH NALHCHTH, 32
310ynoTpebasar ¢ N1exkapcrsa, HAPKOTHLIY KIH AIKOXO.
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4.4 CreunajHH npeynpexIeHHs # npeAna3HA MEPKH NpH ynotpeda
Tlo BpeMe Ha NIEUCHUETO © KJIOHA3ETIaM MOXe Aa CC HaGHIONARA M3BECTHA 3aryba Ha edexT.

YeprodpobHo y8pencOaHe

TeH301Ma3eNMHATE MOTAT 13 JOTIPHHECAT 33 yCKOPEHO Pa3BHUTHE Ha qepHOApOOHa eHLepanonaTis Ipi TEXKO
4epHOAPOOHO YBPEKIAHE. Heo6Xx0qHMO € CICLMANHO BHHMAHHE, vorato KioHapekc ce mpunara nipH
[[ALMEHTH C JIEKO Jia yMEpEeHO TEKKO yepHOAPOOHO YBPEXKAAHE.

[[HC, ncuxo3a u Oenpecux
Kionapekc TpaOBpa 1a ce u3noj3sa ¢ ocoBeH0 BHAMAHHE IPH NAUUEHTH ¢ ATAKCHIL

EeH30aMa3eIMHNTE HE CE NPEnopbuBar 34 yayaIHo jleueHHe Ha ICHXU'HH 3a00NABaAHNA.

[TaMeHTH ¢ aHAMHE32 33 1eNnpechs /WM OMKTH 33 caMoyOuicTBO Tps6Ba Aa ca NoJ CTpora HaGmoAEHKE.

MuacmeHUus 2pasuc
KakTo TnpH BCSAKO BELIECTBO € notuckawy JHC n/uni MYCKYJHO-peslaKCHpallli ceolicTsa, € HEOOXOAHMO

oco5eHo BHIMAHHE NPH TIPHIOXKCHHE Ha KjioHapeKc NpH NMaLHEeHTH C MHaCTEeHHsA [PaByC.

EQHnoepeMenna ynompeba ¢ ankoxon/oenpecanmu Ha HHC

EnnoBpeMeHHaTa ynotpeba Ha KioHapeke C ANKOXON WIW/H ASMPecaHTd Ha [{THC Tps6Ba Ha ce u30ArBa.
TaxaBa CAHOBpPEMCHHA ynotpeba MOXe Aa 3aCHIH cnuuruHnTe edexry Ha KioHapekc, KoeTo EBCHTYAJIHO
BIUTIONBA TEXKKa CeAalua, KTHHHIHO 3HAYMMA PECTIHPATOPHA WK CHPOCYHOCHA0BA NENpPecHi (BX. TOUKa
4.5).

Knonapeke Tpabpa ja ce mpunara WIKJIIOYMTEIHO BHUMATENHO TIPH [TALAEHTH ¢ AHAMHECTHHHM JAHHU 33
3noynoTpeda ¢ anKoXon Wil HapKOTHIIH.

ITcwcuuku 4, NAPAOOCKARHY “ peakyuu

3pecTHH Ca MapafOoCKalH¥ peaKLuH kaTo Oe3nNOKOUCTBO, pb30yna, NMCHXO3H, jeaJeKBaTHO MOBEACHHE H
ApYTH HEXENAHH nopefeH4YeCKH peakiH Iph ynorpeba Ha Hen3oaMazeliHHu. AKO HaCTBIAT TaKpBa peakLHh,
ynotpebara Ha NEeKapcTBOTO TpsabBa Aa ce NpeyCTaHOBH. TMapafoKCanHH PEaKUKHH € 110-BEPOATHO Ja CE MOABAT
pM Ieua K Xopa B crapuecxa Bb3pacT.

Amne3us
[Ipn ynorpeba Ha GeH300¥a3eTMHU B TEPancBTHYHH 103K MOME 71d@ HAaCTBIIH aHTeporpanHa aMHe3Hs, KaTo

PUCKBT C€ YBENKUaBa pH [10-BHCOKH J03H.

PecnupamopHy HApYWeHUd
Jo3upoBKaTa Ha KnoHapeke 'rpaﬁna fa ce ajanTHpa BHHUMATEJIHO CNPAMO MHIWMBHAYATHHUTE HYXIOH TPH

naLMeHTH ¢ NMpEeAIecTBAIlC 1a6oABaHe HA AUXATe/IHATa CHCTEMA.

Enunencus
Tlosnposkara Ha KaOHapeKC TpaGBa Aa ce ajanTHpa BHRMATEIHO CIPAMO MHIHBULYATHUTC HY>)KAH TIpH

nalMeHTH, TOLIOKEHHEe HA JICHCHHC ¢ Apyr¥ LEHTpaTHO JeficTalll feKkapcTsa HilH AHTUKOHBYJICAHTH
(aHTHEMHIETHIHA CpeacTBa).

KakTo M NpH OPYrHTe aHTHETWIENTHHHH JICKapCTBCHH NPOAYKTH, JNEUEHUCTO © Knonapekc, Makap H
KpaTKoTpaiHo, HE TpaGBa ga ObAe BHE3AIMHO NpeKBCBAHO, KaTo € HeoOX0oAUMO MOCTENECHHO HaMaJIABaHEe Ha
nosara A0 CrHpaHe, ¢ OTJCA Hd pucKa OT BHE3aNCH eruleNTHYEH CTaTyc. TasH npeanasHa Mapka ©
HeoGXOIMMO Aa Ce NpeanprHemMa H npi CIIMpaHe Ha Apyr BHA JICHCHHC, HOKATO MAuMeHTHT BCC OLIC mpuUeMa
KnoHapekc.

ITop@upu




Knonapekc Tpabsa na ce mnpuiara BHHMATENHO MpH MauueHTH ¢ nopdupus, ThH KaTo MOXC 14 nMMa
opGUpOreHeH eQexT.

Jlexapcmeena anoynompela u 3asucumocm

Vrotpe6ara Ha GensoauaseniHy MOXC ia nOBeJE HO Pa3BUTHE HA H3INUECKA H [ICHXHYecka 3aBHCHMOCT OT
Te3n JIEKAPCTBEHH MPOXYKTH (BXK. TOIKA 4.8). To-CreuManHo, MPOAWDKHTENHOTO neyenye win ynorpebara
HA BHCOKH [IO3H MOXe¢e Aa AOBEAC N0 oGpaTHMK HapyLWIEHHs, Hamp. NU3ApTPUs, HApyIeHa KOOPANHALMA Ha
JIBHXEHHATa ¥ HApyLWIEHHE Ha noxoakara (arakcws), HHCTaroM H HapylleHHe Ha 3PCHHETO (ZuTIONHA).
OcBeH TOBa, PHMCKBT OT QAHTEpOrpaiHd aMHe3uA, KOSTO MOXE [a BB3HWKHE TpH ynorpebara Ha
6eH30Ma3eHHH B TEpaNeBTHHH 1034, CC yBeNHYaBa NpH [10-BHCOKATE 103K, EdexTHTe Ha aMHE3HA MOXKE
Na ca CEBP3aHKM C HEaleKBATHO NMOBEACHHC. [Tpu Haxou GopMi Ha CITIICNICHA © BBH3MOKHO YBEIHUCHUES HE
yecTOTATa Ha rbpUoBE (BXK. TOUKA 4.8) mo BpeMe Ha MPOABLILKUTENHO jeueHne. PUCKBT OT 3aBHCHMOCT
HapacTBa ¢ [03aTa ! NPOXB/DKHTEHOCTTA HA JICHCHHETO. Toli e CHIIO O-TFONAM H MPH MALHECHTH ¢ aHAMHE3A
3a 3n0ynoTpeda C aJIKOX O W/ KNY HAPKOTHULH.

Cnel KaTo BEOHBXK c€ PasBHC du3nUecKa 3aBHCHMOCT, BHE3AMHOTO npeKpaTABaHE HA JIEHCHHCTO WIE CC
CHIPOBOXAA CHC CHMITTOMH Ha oTHemane. ITo BpeMe Ha NPOABIDKHTENHO JJeyeHre CHMIITOMY HA OTHEMAHC
MOJKe 113 Ce PasBUAT Clesl IbJIbI MepHoa Ha ynotpeba, 0c0GeHO NIpA BHCOKH 1034 AN KO AHEBHATAa 1032 CC
HAMATH GBP30 WIK JICYEHHETO BHE3AMHO CC npeycTaHoBd. CHMITOMMTE BKJIIOYBAT: TPEMOP, H3NOTABAHE,
pB30yna, HapyLIeHHA Ha ChHA H TPeBOKHOCT, rnapoGosiue, MycKyJiHa 6ojka, H3KITIOUHTERHE TPEBOXKHOCT,
HanpexeHue, 6e3NOKOHACTBO, oOBbpKBaHe, pas[pasHATEIHOCT M er(WIENTHYHA I'bPHOBE, KONTO MOXe Ja Cd
CBBP3aHH C OCHOBHOTO saBonsBaHe. B TEXKH Ciayuau MOxe Ja BBIHUKHAT CHEIHUTE CUMITTOMHU.
fepeanu3anyd, AenepcoHanHIaliui, XUMepaKy3uc, CKOBaHOCT H H3TpHIBaHe HA  KpaHHWIMTE,
CBPBXUYBCTBHTEIHOCT KbM CBETIINHA, uyM ¥ GU3HUECKH KOHTAKT Wil xamounHami. ThH KaTo PHCKBT OT
CHMITTOMHM Ha OTHEMAaHE € MOo-roaM CJICA BHE3aITHO PEYCTAHOBABAHE Ha ICHCHHETO, BHE3AMHOTO PEKhCBAHE
Ha JIeKapcTBOTO TpAOBA fa ce v3Bsrea K Ie4eHUETO (AOPH U caMoO C KpaTka nponmnmnﬂc'r) TpabBa na ce
npexpaT#Ba upe3 MOCTENEHHO HAMATABAHE HAa JHEBHaTa 7033, PHCKBT OT CHMITTOMM HA OTHEMaHe &
yBeJINuana, KOraTo 6en30AMa3eIMHUTE Ce H3NO0/3BAT 3a8IHO © JIHeBHHU cefaTHBH (KpBCTOCaHA TONEPaHTHOCT).

Crapuecka Bb3pacT
@dapMaKkOJIOTHYHHTC edeKTH Ha 6eH30Ha3eNNHNTE Ca No-HIPa3CHA npH NalKeHTH B cTapuYecKa Bb3pacT B

CpaBHEHME ¢ MO-MAAAM BBE3PACTHH, [OpY TpH €AHU ¥ CHULH IUIAIMCHH KOHLIEHTPALMK, BEPOSTHO NOPaH
CBBP3aHH C BB3PacTTa MPOMEHH BHB B3aMOIEMCTBUATA NIEKAPCTBO-PELCTITOD, NOCTPEeLIeNTOPHH MEXaHW3MH
1 opraHHa QyHKUHA,

[MeayaTpuyuHa NOMyNALNA
[Tpu xspMadeTa ¥ MATKH Al KnoHapekc MOXe a IPpHIHHH yBeJIMYeHa CeKpelLks Ha CIIIOHKA 1 DpoHxHancH

cexper. [lopaau TOB4, TpabBa na ce 0ObpHE cHelraTHO BHUMaHHe 32 MOJABbPIKAHE Ha IPOXOAHMOCTTA Ha
AUXATSTHUTE IIBTHLLA.

45 BaanmonelicTeue ¢ APYIH JeKapCcTBeHH POAYKTH H ApYrH GopMH HA p3aMmoaeiicraue

KnoHapekc MoOxe na ce npuiara e[HOBPEMEHHO C €IHO HWIH nopeye AHTHETTWIENTHYHK JIEKApCTBa.
BeposTHOCTTA 32 dbapMaKOKHHETHIHH p3apMONEHCTBIA C Te3H JeKapcrsa © MAajlKa. Bbrnpeku TOB3,
noGaBAHETO Ha OllLE EIHO JIEKAPCTBO KM CXEMATa Ha JiedeHHe Ha NALMCHTa TpsiOBa 18 BKIIOYBA BHHUMATE/THA
OLICHKA Ha MORAHABAHETO OT JICHCHHE, 3aHIOTO € N0-BEPOATHO a HACTBIIAT He)XeJIaHH PeaKuiH, KaTo cefalui
¥ anathd. B TakyBa Clyuad 103atTa Ha BCEKU OT JICKapCTBEHHTE MPOLYKTH TpsaOBa Oa Obie KOPHIHpaHa 33
nocTHUraHe Ha onTuManeH edexT.

P apmaKoKUHemuuHu AeKapcmeeru 83aUMOOCUCMEUR
AHTHENWIETHMHE IeKapcTsa GeHUTONH, heHoGapGuTan, KapdbamasenHH, JaMOTPHXHH H B ITO-MajKa CTelcH

Ba/POAT, MOraT Aa MOBMILAT KIHPBHCA na KJIOHA3enaM, KaTo 1o TO3M HAauHH HAMajABaT [UIa3MEHMTE MY
KOHLEHTpaluH ¢ 1o 38% 1o BpEME Ha KOMOHHUPAHOTO JICUEHHE.




KronazenaM HMMa MOTEHLMan [a RIHAC BbPXY KOHLUEHTPALMHTE Ha ¢enurony. Ilopaau ABYTNIOCOHHOTO
ecTeCTBO HA B3AMMOJCHCTBHETO KiIOHa3lena-QeHMTOMH, HHBATa HA GeHMTOMH OCTaBaT HENPOMEHEHH,
[OBHILEHN WIH TIOHIKEHH NPH SAHOBPEMEHHO NPHIOXKEHUE C KnoHnapekc, B 3aBUCUMOCT OT NMPHIOKEHHETO
U ocoBeHOCTUTE HA TNTALIMEHTA.

K oHa3ernaM caM mo cebe ¢ He HHAYIHMpPa EeH3HMUTE, y4acTBALIA B cobcTBeHHs My MeTabomn3sM, EH3UMUTE,
y4acTBalllH B Merabond3Ma Ha KIOHA3cMaM, HE €& ACHO uoeHTH)HLUMpaHH, HO BKJIIOYBAT CYP3AA4.
Huxuburopute Ha CYP3A4 (nanp. dnyxoHa30J) MOTaT Aa HapymiaT MeTa0onM3Ma Ha KIOHa3enaM H Ja
A0BEAAT [0 NOBHIIEHHE KOHLUEHTPALHH H edexTH.

CelexTHBHATE WHXMOGMTOpDH Ha OOPAaTHOTO 3aXBalllaHe Ha CEPOTOHKHA ceprpaiiH H (IyOKCETHH He
noBIuABaT HapMAKOXUHETHKATA Ha KJIOHajenaM, Koraro ce npriarat eAHOBPEMEHHO C HETO.

DapMaKeOuRAMULRY T1EKAPCMEERU 83aUMOo0eiicmeusn
KoMOMHHpaHETO Ha KJIOHA3enaM ¢ Bainpocsa KHCeNMHA MOKE MOHAKOra Aa MPeAM3BHKa ENUIENTTUHCH CTaTyC
petit mal (MaTKu npUNAKBLH).

Moske 1a ce HaBMIOAABaT U 3aCUICHH HEXeNaHH PeakuyH, Karo ceallid i KapHOpeCIMpaTOpHa AENPECH,
xoraTo KIOHasenaM ce TpWiara eJHOBPEMEHHO ¢ [ENpecaHTH Ha LEHTpalHaTa HEpBHA CHCTEMA,
BKJIIOYUTENHO ANKOXOJL.

IMpyu koMBuHApaHa TEPANUA C JIEKAPCTBA ¢ LICHTPATHO neficTBUE, N03aTa Ha BCAKO JICKAPCTBO TpabBa aa ce
KOPUTHpa, 32 13 C€ MOCTHIHE ONTHMANICH eQeKT.

4.6 @epTHAUTET, 6pEeMEHHOCT H KbPMCHE

BpeMeHHOCT
[TpeAKTHHUYHUTE NPOYUBAHHS np¥ XXKHBOTHH Ca MOKAa3anu penpoayKTHBHA TOKCHYHOCT H MOKA3ZAHUTE

pe3ysiaTH He M3KII0YBAT BE3MOKHOCTTA KJIOHA3enaM Aa IpeAU3BHKBA I0ABATa Ha BPOACHH ManpopMalHH..
EnuneMHOJIOrMYHHTE OLEHKH TI0Ka3saT, 4¢ uMa JaHHu, CHopefl KOMTO MOXEe [a CC TNPHEME, |C
aHTHKOHBYJICHBHHTE CPEACTBA AEHCTBAT TEPATOrCHHHO. B cpL10TO BpeMe My6AKHKy BAaHUTE EITMACMHONIOrAYHHA
NaHHH He NABaT BB3MOKHOCT Jia e MPELCHW KOM JIeKapeTha WIM KOMOMHALIMKM OT NieKapcTha NMpUHHHABAT
pedekTH B HOBOPONEHOTO. BB3IMOKHO € H IPYTH $GaKkTopH, Hanmp. FeHETHUHH, WIH CaMOTO SIMWISTTHYHO
CHCTOSHHE, 1a UIPAsAT MO-ChUIECTBEHA POJIA OT MEAHKAMEHTOIHOTO neueHue 3a GopmupaHero Ha AedeKTH
npy paxaaneTo. [1pn Te3u o6CTOSTENCTRA IEKAPCTBEHHUAT NPOAYKT TPAOBa Aa &pae M3NON3BaH npu OpEMEHHH
WeHH CAMO aKO EBEHTYANHATA [I0JI3a 3a Malkara NpeBHLIaBa pHCkd 33 IUTOAA.

[To BpeMe Ha GPEMEHHOCT KJOHA3ENaM MOXKC Ja Cc npwiara CaMo TpH KaTeropuvHH IOKa3aHHA.
[IpinoXKeHHETO HA BHCOKH JI03H B MOCIEAHHTE TP MeceLa OT GPeMEHHOCTTa WIH 110 BPEME Ha pakaaHe MOXce
14 MpeAM3BMKA HapyUleHHA B ChPACHHWA PUTBHM Ha HEPOJICHOTO JAETE MIH XHNOTCPMHA, XHNOTOHHA, neKa
¢dopMa Ha TMOTHCKAHE HA AUIIAHETO H HE3aJOBOJIMTENIHO XpaHeHe HAa HOBOPOILCHOTO. Tpabea na ce UMa
npeaBUI, ue caMara OpeMEHHOCT; @ H pA3KOTO npexseBaHe Ha JEUEHHETO, MOTaT 1a MpHAHHAT obocTpaHe Ha
enMIencuaTa.

ViMa eqMHUYHH ClIy4aH Ha CHMTIIOMH Ha OTHEMaHe NIpH HOBOPOLCHH CJICA ynorpefa Ha GeH301Ha3enHHU.

KspMeHe
Bbapekd ue caMo MAIKH xo/IMYecTBa KjIOHA3enaM NpeMUHaBa B KbpMaTa B, KEHHTE, KOHTO NpOBEXKAAT

nedeHMe ¢ TOBA JIEKapCcTBO, He TpAOBa Ja KbpPMAT. AKO CBILECTBYBAT KaTeropH4HH TITOKa3aHHA 3a
NpHIOKEHHETO HA KJIOHAPEKC, KBPMEHETO 1psi6Ba Ja ce NpeyCTAaHOBH.

4.7 EdexrH BbpXy cnocobHocTTa 33 wodupane H pabora ¢ MALIHHH

Jlopu aKo ce NMpHeMa CTopejl YKa3aHUATa, KIOHA3CTIAM Moixe 1a 3a6aBH peaxLuuTe JO TaKasa CTENEH, U¢ 1a
TORIMAE HA CHOCOBHOCTTA 3a wodHpaHe wid paboTa ¢ MalHHH. To3u edeKT ce yCHNBA IpH notpeda Ha
ATKOXON.




Eto 3awo wodupanero, paborarta ¢ MALIKMHA H ApYrH ONacH# AEHHOCTH Tpsa0Ba Karo W0 Aa CC n3bArear,
ocoGeHo B ITEPBHTE HAKOMKO AHH CICE] 3aMouBaHe Ha NEYeHHETo. PELICHHETO Tpabpa na Obae B3eTO OT
feKysallds Jiekap ¥ Ja ce OCHOBabd Ha HWHIWBHAYATHOTO MOBJIHABAHE HA MALMEHTA OT JIEYCHHETO H

H3Moa3BaHaTa JO3UPOBKA.

4.8 Hexenanu JexapcTBeHH PeakuHH

TaGndeH CMHCHK HA HEXENaHHNTe PEaKiny

B Ta6auua 1 mo-A0My ¢a NpeACTaBeHH NaHHH OT 3 aneGa-KOHTPONHPaHH KIMHWIHH H3NUTBAHHATA,
aKIIOUBALIH 477 MALMEHTH HA AKTHBHO JIEHCHHC. BrTIOUeHH ¢a HEXeNaH! PeakiiH, Bh3HHKBalH ¢ yecToTa

>5% OT MALMEHTHTE B MOHE eJHa OT IPYIHIC Ha aKTHBHO JIEYECHHE.

Tanuua | Hexenany peakiluy, HACTBIBAINA TIpH >5% OT NALMEHTUTE ¢ MAHUIECKO pa3cTpolicTBO B Hal-
MasKO €4Ha OT IPYTMTE HA aKTHBHO JICICHHC

Hexenana peakuus IMaauebo (%) 1 0o <2 2 o <3 >3 mg/AHeBHo
(n =294) mg/nHeBHO (%) mg/nuesno (%) (%) (n = 235)
(n=129) } (n=113)

CpHINBOCT 15,6 42,9 58,4 54,9
[nasobonue | 24.8 13,2 15,9 21,3
MHdexuus Ha TOPHHTS 95 11,6 12.4 11,9
AMXaTEHH MTETALIA |
YMopa 5,8 10,1 8,8 9,8

| I'pun 7,1 4,7 7,1 0.4
Jenpecus 2,7 10,1 8,8 9,4
CBeTOBBPTEX 5,4 5,4 12,4 8.9
Pa3ipa3HHTEIHOCT 2,7 7.8 5,3 8.5
bescpHue 3,1 3,9 8,8 i 8,1
ATaxkCHud 0,3 0,8 4.4 8,1
Jary6a Ha paBHOBECHE 0,7 0,8 4,4 | 1,2
lageHe 5,8 10,1 9,7 6,8
Hapyuiena KOOpAHHALKA 0,3 3,1 4.4 6,0
3aMasHOCT 1,0 1,6 6,2 4,7
CHHY3HT 3,7 3,1 [ 8,0 4,3
HapymieHa KOHLCHTpauns 0,3 2,3 5,3 3,8

B tabnuua 2 ca n3OpoeHH HEXEIanH flekapcTBEHN pEaKUHH MpU BCHHKH nokasaHusi, cho0LIEHN B YCIOBHATA
Ha MOCTMAPKETHHIOBA yrotpe0a.

Tabnauna 2 Hexenann peakKitHu 01 nocTMAapKEeTHHIOBA ynorvpeba

CucTeMHO — OpraHeH Kiac HexenaHa peakiuys YecToTa
Hapyuierusi Ha UMYHHAMG AJNeprudeH peakitnu; HemssecTHA
cucmema Anadunakcus

TTcuxuuHU HAPYWEHRUA™ EMOLMOHANHH Pa3CTPOACTBA H HeuspecTHa

NPOMEHH B HACTPOCHHETO;
QO61pKaHOCT, AC30PHEHTALINA
Henpecun*; [lapanokcanH
peakH*: Ge3MOKOACTEO,
B30y 4, pa3ApasHUTENHOCT,
arpecUBHOCT, HEPBHOCT,
BpaxAeOHOCT, TPEBOKHOCT,
HapyLUeHHA Ha ChHA, 3abnyna,
rHAB, KOLIMApH, MaTOJOTHIHH
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CHHHULIA, XUOLKHALKY,

NCHUX03H, XHNECPAKTHBHOCT,

HeaJleKBaTHO MOBEACHNE H IPYTH

HexXeNaHH MOBEACHYECKH

peakuuy; [IpoMenH B nuOHAOTO;

3aBUCHMOCT U CHMIITOMH Ha

OTHEMaHe
Hapywenus Ha nepgrama T Hapyuiena KOHUEHTpaumsa*; HeusBecTHa
cucmema® Cvunusoct®;

JabaBeHH peakun®;

MyCKyAHa XHMOTOHHA®;

3aMagHOCTY,

ATtakcua®,;

I'nasobonus,

HuzaptTpna®;

HamaneHa KOOpAWHAUHA Ha

IBHXEHHATAY;

AHTepoTpaiHa aMHe3nA™;

AMHesua*

VpenyueHa 4ecToTa Ha

npnmnm*;

HUCTarbM
Hapywenus Ha ovume HapyiieHHs Ha 3pEHHETO HeussecTHa

(anmronus)*
Hapywenus na eHOOKpurHama HembJie NpeXKAeBpEMECHCH HenssecTHa
cucmemd nyGeprer**
Covpoeunu HAPYUieHUR CopaevHa HeJOCTATEYHOCT, Hewu3zpecTHa

CopacueH apect
Pecnupamophu, 2pbOHU U PecnupaTopHa fenpecka®; HewnszsecTHa
Meduacmurans Hapyuienus™ XumnepcanuBalua*®;

[MosuuicHa OpoHXKANHA

cexpeuusa** _
Cmomauno-ypesnu napyuwernus | I'anene; HewnspecTHa

EnuracTpaney ZHCKOMGOopT |
Hapywerua Ha koxcama u Y pTHKapHA; HenspecTHa
nooxoCHama mueKaH Copbex;

O6puB;

[TpexonHa anoOneLHd;

[TIpoMeHH B MUTMEHTAUHATA _
Hapyiuerus Ha MYCKYIHO- MyckyiHa craboct™ Hewn3BecTHA
cKenemHama cucmema u
CeOUHUMENHA MHKAH _ .
Hapywenus Ha bvbpeyume U NHKOHTHHEHUMS HA YPHHE HenzpecTHA
NUKOMHUMeE nemuya _ ___
HapywenuA EpextuiHa AUCGHYHKIHA HewnspecTHa
HABBLINPOUIBOOUMENRHAMA
cucmema u 2ppoama |
Obuu HapyuieHus u epexmu Ha Ymopa* Heu3pecTHa
MACMOMO HQ NPUIONCEHUE
Hscnedsanus Hamanen 6po#t TpoMOOLUTE Heu3pecTHA
Hapansaganus, ompaganua u Napanus*; HeunzpecTHa
VYCRONCHEHUA, BZHUKHANU 8 dapkTypu*

| pe3yAman Ha UHMepEeHyuu

*BiokTte ,,OnxcaHue Ha n30paHt HEKETAHH peakuru' no-10iy
** Busxre , JlequaTpU4Ha Moay/Ialus’ no-10ny




QnucaHHe Ha n30paHn HeXENaH! peakiny

ITcuxuurnu HaApyuieHuR

[lpH nmauMeHTH, NeKysatHu ¢ KJIOHapeKe, MOXe Jia ¢C [IOABH HETpecHs, HO TA MOXe Aa € CBbp3aHa M C
OCHOBHOTO 3a00NABaHe.

[TapafoKCalHH PeaKIMH € MO-BEPOATHO Aa Ce NOABAT NPH nela M Xopa B CTapuecKa Bb3pacT. AKO HaCTBIAT
napafoKCaIHK peaKuuH, ynorpedara Ha Knonapexc TpabBa 1a ce npeyCTaHOBH,

Hapywenus na Hepgrama cucmema

Moxe na ce HaOMoAaBaT: HapyleHa KOHLIEHTpaluA, CEHIHBOCT, 3abaBeHy peakUWH, MyCKyJ1Ha XHIIOTOHHA,
3aMAAHOCT, aTaKcus. Te3H HexcelaHH peakuHH BB3HUKBAT CPABHHTEIHO yecTo, OOMKHOBEHO Ca NPEeXOAHH H
M3Ye3BAT CTIOHTAHHO B XO3 HA JIEYEHHETO, WK NPH HaMAIABAHE Ha 1103214 B HAYANOTO HAa NEYECHHETO.
Moxe na HACTBNAT 0OpaTHMK HAapyLIeHHs KaTO AH3APTPHA, HaMAICHa KOOPAMHALIMA HA IBHXCHUATA, ATAKCHA
i HUCTArbM, 0COGEHO MpPH NPONBIDKHTENHO JIEUCHHE W BUCOKH RO3H. [Ipu ynorpeba Ha GeH30HA3CIHHH B
TepaneBTHIHM 103U MOXE Ja HACTBIIH AHTEPOrpaHa aMHE3HA, KaTO PUCKBT C€ yBeNM4asa ¢ NIOBHIIABAHE Ha
n03aTa. AMHECTHUHHTE edekTH MOoXKe [ia ca CBbp3alH ¢ HEaneksaTHO NOBEICHHUE.

Tpy HaKkoH GOPMH Ha STWIETICHA € BH3MOXKHO /13 CC MOBHLIH yeCTOTATa Ha IPHCTHIIMTE [TPH NPOABINKHTENHO
NneveHue.

Hapywenua na ovume
Moske A3 Bb3HUKHAT o6paTHMH HapyleHHs Ha 3pCHUCTO (auruioaus), ocofeHo NpH NPOABIKHUTENHO jleueHre
WJTH BUCOKY NTO3M.

Pecnupamopru, 2DbOHU 1 MEQUACMUNANHY HAPYULEHUR

Moske 1a BB3HHKHE MOTHCKAHE Ha JHLIAHETO, 0cO6EHO NPH HHTPABEHO3HO MPUIOKEHHE HA KNOHAICTIAM. Ta3u
He)KelaHa peaklUHa MOXe Jia Obae yTeXHEHa OT CHILECTBYBAIA OOGCTPYKUMA Ha AMXATCHHHTE IIBTHIA,
MO3BUHO YBPEXKAAHE, WIH 1IPH NPUI0KCHHEC HA NPYTH IeKapCTBa, KOUTO MOTHCKAT JHILAHETO. [To npasuno,
Tasn peakius Moxe Aa Opae usbernara Hpe3 BHHMATEJIHO KODHTHpaHe Ha A03ara B 3aBHCHMOCT OT
WHAHBUAYATHUTE OCOOCHOCTH.

Hapywenus Ha MyCKYTHO-CKeAemHama cucmema u cveQunumensama MovKam

MyckynHa ¢naboCcT KaTo HexeNaHa peaklni ¢e Ha6MI0aBa CPABHUTEIIHO 4eCTO, OOHKHOBEHO € NPEXOAHE H
HIye3sa CIOOHTAHHO B XOAa HA JICYEHHETO WIA MPH HaManABaHE Ha no3ara. Moxe na 6nae 4acTH4HO
npeJIOTBpaTeHa YPe3 NOCTENEHHOTO NOBHILABAHE Ha 103414 B HA4anoTO Ha JICYEHHETO.

O6wu Hapywienus U ehexmu Ha MACMOMO KA NPWIOHCERUE

YMOpa KaTo HeXelaHa peakuus ce HaGnIonaBsa CPaBHUTENHO YecTO, OOMKHOBCHO € npeXxonHa H34e3Ba
CIIOHTAHHO B XO[a Ha JICUeHHETO WK NpK HaMaABaHE HA 103aTa. Moske na Opfe YaCTHYHO MPeAOoTBpaTeHA
ype3 NOCTENEHHOTO MOBUILLIABAHE HA 103aTa B HAYATIOTO HAa JIeYEHUETO.

Hapanasanus, Ompaestus u YCAONCHEHW!, 6bIHUKHANU 6 pe3ymmam Ha unmepeeRyuu

ViMa chOGIICHHA 3a NafasuA ¥ GppakTypH NpH NKLA, KOUTO NPHCMAT GeH3oamalenvHy. PHCKBT C€ MOBHIIABA
npu €AHOBpEMEHHa ynoTpeba CBC CERATHBH, BIUTIOYHTENHO ANTKOXONHH HAMMTKH, KakTo H MpH XOpa B
CTapuecka Bh3pacT).

[TegpaTpyuyHa NMOMyNaLKd

Wma CHOGHICHUA 33 W3ONHPAHU Cly4an Ha oOpaTHMO NPEXKICBPEMEHHO pa3BUTHE Ha BTOPUMHH I10JIOBH
Genesu Npy Aciia (HENMWIEH NPEeXICBPCMEHEH nybeprer).

[Ipu KppMayeTa H MAJKH Jiella MOraT /ia BLIHHKHAT OBHMILEHA CAIMBALIMA HIM OpoHXHaHA CEKpEuHA.
[Topanu TOBa, TpaOBa na C¢ o6BbpHE CTIIELMATHO BHHMaHME Ha MOIABDKAHETO HA NMPOXOAMMOCTTa Ha
IUXaTETHATE MBTHLIA.

CrobaBaHe Ha NONO3UpaHH HEKENAHH PeaKIiHN
CpobmaBaHeTo HA NOZO3UPaHK HEXEJNaHH peakiuy Ciel pa3peldasaHe 34 ynoTpeo

MPOAYKT € BaXHO. TOBa MNO3BONABA 2 NPOXBIKH HabnoIeHeTo Ha CBHOTHO




EKApPCTBEHUs MPOMyKT. OT MCIUIHHCKHTE CELMANMCTH €& M3MCKBA Ja ChoOWaBaT BCAKA noJ03upaHa
HeXeNaHa peaKkivs Ype3 HaUMOHaIHa CHCTEMA 34 cr001aBaHe:

UsnbAHMTENHA areHLHA 110 1eKapcTeaTa

yn. ,Jlaman I'pyes” Ne 8

1303 Codwu

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

4.9 [Hpenoanpane

Cumnmomu
BenzoguazenuHuTe OOHKHOBEHO npeAu3BUKBAaT CHHIHBOCT, aTAKCHA, [OH3apTpUA W HHCTarbM.

IMpenosnpaneTo Ha KioHapeKe pAAKO € JKMBOTO3ACTPALIIABANIO, AKO JIEKAPCTBOTO CE MpHEMa CaMOCTOATENHO,
HO MOXe Na fosene JO apednekcus, anues, XHIOTOHHA, KapAHO-peCcIMpaTopHa AETPECHA M KOMd. AKo
aL3HMKHE KOMa, TH OOHKHOBEHO MpOIBKABA HAKOIKO Hacd, HO MOjKe 1a 6Be NO-TIPOoTPaxHpaHa N LHKJIKYHA,
ocobeHo MpH MAUMEeHTH B CTapueCka Bh3pact. [Tpy nauKeHTH ¢ MOBUILCHH TUIA3MEHH KOHLIEHTPpALMA MOXKE
ja ce Hafmopaasa MOBMIICHA |EeCTOTA Ha repuose. [loTHCKAUIUTE edexTn Ha 6eH3ONMAICTIMHHUTE BHPXY
NMIIAHETO €A N0-CepUO3HH NPH NMALHCHTH © pecTUpaTopHO 3a00NABAHE.

BenionuaseMyHMTE 3acHnBaT edexTHTe HA JPYTHIC JenpecaHTH Ha LUEHTPAIHAaTa HepBHA CHCTCMA,
BKAIOYUTETHO allKOXOJ.

Jleuenue
[Ipocneassar ¢& XHIHCHHUTC npU3HALM Ha MauveHTa H ce MpeanpHeMar noAIBPXKAMM MEPKH CNOpEA ©

KTHHMYHOTO CHCTOsIHHE Ha nauueHTa. [To-crielnanto, MalUMeHTHTE MOXKE Ja ce HYXAaAT OT CHMITOMATHYHO
neyeHHe Ha KapAHO-PECIUPATOPHHTE EPEKTH MM ed)eKTHTE BBHPXY LEHTPATHATA HEPBHA CHCTEMA.

[To-mararbiHata abcopbuua TpaGpa Na ce MPeAOTBpaTH MO [IOIXOMAL HAYHH, Hamp. JIEHEHNE C aKTHBCH
arrmed 10 1-2 daca. AKO Ce M3MON3Ba AKTHUBCH BBIVICH, aGCOMOTHO 3aTNDKMTENHA € 3alliuTara Ha

nuXaTeHUTE METHIIA NPH CHRIHBH NALMCHTH. B cnydail Ha CMECEHO OTPaBAHE MOXKE N3 ce MMa [IpenBU,
CTOMAIIHA MPOMKMBKA, HO HE KaTo PYTHHHA MApKA.

Axo genpecusra Ha LTHC e TexKa, TpaGBa Aa ce MMa NPEABHA ynoTpebaTa Ha GyMaseHu, HeH30AHa3ENHHOB
antaronnct. Toll TpAGBa aa ce NpHiara caMo B yClIOBHATA Ha CTPHKTHO HabmoaeHne. FiMa kpaTbK OJIYKHBOT
(oKxoNo Yac), Nopany ToBa NaltMeHTHTE, Ha KOHTO € NpioxkeH (QryMa3eHu, Tpa6Ba Aa ce NpoCNeAsBaT Ciel
OT3BYYaBaHE¢ Ha HEroBHTC epext. PmyMasCHUN Tpa6Ba Aa ce npuiara H3KIOYHTEIHO Npeana3inso npy
¢[HOBPEMEHHOTO MPWIOXKEHHE Ha JEKapcTBa, KOUTO HaMangBaT rbpdoBHaA npar (Hamp. TPHUMKIWHRY
aHTHAENPecaHTH). 38 AOMBIHUTEIHA HH(OpMALIMA OTHOCHO NpaBUIHATA ynorpeGa Ha TOBa JIEKapCTBO, MOJIA
oTHeceTe e KbM KPaTKUTE XapaKTEPHCTHKH Ha NPOAYKTHTE, CBABPXAILH Gy MaseHHIL.

Brumanue
[TpwioxeHHETO Ha dnymaseHun HE € MoKa3zaH TNpH MalKUeHTH C enWIeNncUs, KOMTO Ca JICKyBaHH €

fen3onUazenMun. AHTaroHW3MPaHETO Ha GeH30NHa3enyHOBH ePEKT MOXE Aa MPOBOKHPA bPHOBC npu
[aLMeHTH C SMMIETICHs.

5. @OAPMAKOJOI'NYHHU CBOMUCTBA

5.1 @apmaxofHHAMHIHH cBOlicTBA
dapMaxoTepaneBTHYHA IPyTIa. Ben3oanaseniHoBH MPOH3BOAHH, ATC xon: NO3AEOI

KnouasenaM AeMoHcTpupa (apMaxosornHHH CBOJCTBA, XapakTepHH 3a OCH3ONHACNHHUTS W BKJIIOYBAT
AHTUKOHBYJICHBHO, CCAATHBHO, MHOpENAKCHPALO ¥ AHKCHONTUTHIHO neHcTBHE.

HeHTpaTHOTO AECHCTBHE HA GeH30onMaleNMHUTE C€ MeIuHpa Ype3 YCHIIBaHC Ha GABA-epradHara
HEBPOTPAHCMHCHA B WHXHGUTOPHUTE CHHANCH. B NPHCHCTBHETO Ha feH30IHa3eNTHHH aYHHELETRT Ha GABA
pelienTopa 3a HEeBPOTPRHCMHTEPA CC YCHJIBA 4Upe3 TIONOKHTENHA anocTepyHa MOyl RidkRg EoQU A0




3acIeHO AelicTBUE Ha OCBOOOICHAT GABA BbpXy NOCTCHHANTHYHHA TpaHcMeMOpaHeH MOTOK Ha XJIOPHU
fioHH.

JiMa JaHHU OT NPOYYBaHUs C XKUBOTHH, KOUTO nokassaT eeKT Ha KIoHa3enaM BBpXY cepoTOHMHA. [laHHHTE
NpH KUBOTHH H enekTpoeHuedanorpadcxuTe W3cHeIBAHMA MPH XOpa MOKAa3Bar, e KioHa3enaM NOTHCKA
MHOIO OT BHAOBETE NAapOKCH3MANIHA aKTHBHOCT, BKIIIOYUTETHO MAKOBETE H BBHJIHHTE MPH aGcancH (petit mal),
6aBHY THK-BLIIHA, IHKOBE C TEMNOpANHa H ApyTd TOKANH3aLIMsA, KAKTO ¥ HETIPABIIHWTE MUKOBE H BBJTHH.

[eHepaIM3HPAHHTE TIDOMCHH B EEI" ce MOTHCKAT OT KJIOHA3<Tam no-go6pe B CpaBHEHHE C OTHHIIHATC
apoManui. Cropea pe3ylITaTHTe OT TE3H Npoy4yBaHHA, KIOHA3eNMaM HMa GnaronpuaTeH edekr NpH
reHepaTM3Upaa W OTHHIIHA CHTHICTICHA.

5§52 QapMaKOKHHCTHIHH cpoiicTBa

A6copbLud
Cnen MEpOPAIHO MNPHIOKEHUE xnonasenam ce abcopbrpa HambIHO H 6bp30. MakcHManHa [UIa3MeHa

KOHICHTPALMA HA KNOHA3enaM MpH MOBEYCTO cIiy4ad ce JOCTHra eiuH 10 HeTHPH yaca cjel nepopaneH
npyeM. AGCOPOIMOHHUAT NMONYXUBOT © npUOIH3UTEIHO 25 MUHYTH. AGcooTHaTa OHOHATHYHOCT € OKOJIO
90% C FONEMU PATHKH MEXAY HHIHBHIUTE.

[1a3MeHMTe KOHLEHTPALMH Ha KJOHa3eNaMm b CTALMOHAPHO ChCTOAHME NMpH CXCMa Ha npwiaraHe BeIHBXK
JHEBHO ca 3 ITbTH NO-BHCOKH OT TE3H CIICA eIMHMUHA TepopaiHa 703a. [IporHO3HpaHHTC CcbOTHOMIEHHA Ha
KyMy/IHpaHe 33 CXEMHTE Ha MpUnaranc nBa ITBTH ¥ TPH [TTH AHEBHO €3 CBOTBETHO 5 1 7. Cnen MHOrOKpaTHA
NEPOPANHH I03H OT 2 Mg TPH NMbTH [AHEBHO CTALIMOHAPHHUTE IUTa3MEHH KOHLIEHTPALIMH Ha KNoHa3enaM npeix
[03aTa ¢4 CPemHO 55 ng/ml. CHOTHOLIEHHETO MJ1a3MEHE KOHLIEHTpaLysA-103a Ha KnoHalenaM © NHHEHHO.
TapreTHUTE aHTUKOHBYJICHBHH qnasMeHH KOHLEHTPALMK Ha KIoHa3enaM BapHpar o1 20 go 70 ng/ml. TexkH
TOKCHUHUHH €(PEKTH, BIUTIOYUTETHO MOBUILCHA 4ecTOTa Ha I'bPUYOBE, C8 Pa3BUBAT NPH NOBEHETO namuesTa CbC
CTAallHOHApHH ILTa3MEHH KOHLCHTpalMd Hall 100 ng/ml. [Ipy NAUMEHTH C MNAHMHYECKO pa3CcTpPOMCTBO
e(heKTHBHHTE KOHLCHTPALIHK HA KIOHA3ENAaM 32 HaMaNsABaHe Ha 4eCTOTaTa Ha [IAHHYECKHUTE aTaKH ¢a OKOoJO
20 ng/ml.

PasnpeneneHue
K noHasernaM ce pasnpencna MHOTO 6bp30 B Pa3NMYHHTE OpraHy H TBbKaHH, ¢ NPEHMYLIECTBO B MOIBHHHTC

CIPYKTYPH.
[Tony>XMBOTBT Ha PA3MPCACNCHHE € npubnuautento 0,5-1 uac. O6eMBbT Ha pasnpelelcHue € 3 1/kg.
CEBbp3BAHETO C IUIA3MEHHUTE NPOTCHHM € 72-86%.

BuorpancopMalng

KnonazenaM ce MeTabonu3npa eKCTEH3NBHO 1pe3 peyKUHs Ha 7-aMHHO-KNOHA3CIaM H ype3 N-aleTUnipane
Ao 7-aneTaMHA0-KITOHA3CHIAM. Habmonasa ce ¥ XHIPOKCWIHpAHE IIDA C-3 no3uiusA. YepHOAPOOHUST
nuroxpoM P-450 3A4 e cBBp3aH C HUTPOPEAYKIIHATA Ha KIOHA3ENaM A0 $bapmMaKkoNOrHiHO HEAKTHBHA HUIH
c1ab0 akTHBHH MeTabOoJIUTH.

MeTaboNUTHTE CE€ OTKPHBAT B YpHHATA TIOA dhopmara Ha CBODOIHK WIH KOHIOTHpaHH (TIOKYPOHHAHH M
cyndarHH) CheIHHEHHA.

EnuMUHHpaHe
CpeRHUAT eIMMHUHALHOHEH MOy KUBOT e 30- 40 yaca W He 3aBHCH OT A03aTa, KnupbHCET € pAOIH3MTENRHO

55 ml/min, He3aBHCHMO OT O34, HO HOPMARU3NPAHUTE CIPAMO TELJIOTO CTONHOCT HAMAIABAT C
yBEJMUABAHE HA TENIECHOTO TErTIO.

50-70% OT 103aTa C& eKCKpeTHpa B ypHUHaTa 1 10-30% B M3NPaKHEHUATA KATO meTabonuTH. EKCKpelHaTa Ha
HEMPOMEHEH KIIOHA3ENaM B ypHHala OB MKHOBEHO € NO-MAKO OT 2% OT MPHII0KEHATA 11034,

@apMaKOKHHETHKa NPH CLICLMATHH KIUHHYHY [OMmyJIallHH

Bubpeuno ygpecoare
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BpOpedHOTO YBpPEXKAaHEe HE TIOBIHABA dhapMaKOKHHETHKATA Ha KIIOHA3CMAM. Bp3 oOCHOBa Ha
bapMaKOKMHETHIHUTE KPHTEPHH HE CC H3HCKBA KOpEKUHA Ha 103aTa MpH NaLKCHTH C 6nOpeuHo YBpeKIaHe.

YepHoapoOHO yBpexaaHe

Crbp3BaHETO HA KIOHa3eNaM C MUIa3MEHHTC NPOTEHHH MPHU NALMEHTH ¢ UHPO3a © 3HAYHTETHO MO-PAIHYHO
OT TOBAa TpH 3APaBH XOOPOBOJLH. Bonpeku 4Ye BIHAHHETO Ha 4yepHOAPOOHOTO YBPEKAAHE BBPXY
hapMaKOKHHETHKATA Ha KJIOHA3CTIaM HE © AOMBHKTENHO W3C/IEABaHO, OMUTHT C APYT CTPYKTYPHO OJHM3BK
HuTpoOeH30AHazenHH (HuTpasemaM) Mokasea, ue¢ KIMPHHCET Ha HeCBBLP3aHMA KIOHA3emaM MOxXe Ja Onae
HamajeH npH YepHoapoOHa LHpo3a.

[TauueHTH B cTapyecka Bb3pacT
dapMaKOKHHETHKATa Ha KAOHA3CIIaM B cTapuecka Bb3pacT He € H3CICABAHA.

[TegpaTpyuyHa MOMyNAIHA

Karo 110, KHHETHKATa Ha eTMMUHHPAHE [IPH fLa © nonoOHa Ha Ta3H NpH, Hab/lonaBaHa NPy BB3PACTHH.
Crieq TepaneBTHYHH 03U NPH Jela (0,03-0,11 mg/kg) cepyMHHTE KOHLCHTpallHH ca B ChIMs AuanasoH (13-
72 ng/ml) KaTo edeKTUBHATE KOHUEHTPALMH NPH BE3PACTHH.

[Ipd HOBOpPOAEHH AO3H OT 0,10 mg/kg BOIAT A0 KOHLEHTpALHMi MEWILY 28-117 ng/ml B Kpas Ha KpaTka
uHbYy3u4, KaTo 30 MHHYTH MT0-KBCHO CIaIaT Ha 18-60 ng/ml. Te ca nonecenu 6e3 BUAMMH HEXKENAHH peaKLyu.
CToHHOCTHTE HA KJIMpBHCA NPH HOBOPOACHH 3aBHCAT OT nmocTHaTanHata BE3pacT. CTOHHOCTHTE Ha
eMMUHALKOHHMA MOTYXHBOT NPH HOBOPOASHH Ca B ChllATA seJIMMUHA KaKTO NMPH Bb3pacTHH.

[Tpu seua CTORHOCTHTE Ha KIIMPBHCA ¢ OT nopsawka Ha 0,42 + 0,32 ml/min/kg (8b3pact 2-18 roaunu) u 0,88
+ 0,4 ml/min/kg (BB3pact 7-12 roguan). Te3n CTOMHOCTH HaMAIABAT C YBEIHYABAHE Hd TeJIECHOTO TETTIO.
KeroreHHaTa IMETa IIPH JEua He BiKAe Ha KOHLCHTPAUUHUTE Ha KITOHAa3EaM.

5.3 IpeakanHHYHH JAHHH 33 fGe3onacHOCT

Kapyunozennocm

He ca M3BBPIIBAHN KOHBEHUMOHAIHH NMPOY1BaHH4 34 KapIMHONECHEH MOTEHIHAN C KIOHA3CTIaM. B enno 18-
MeCe4YHO NIpoYy4RaHe NPH IUTHXOBE, HE Ca Ha6II0NABAHH CBBP3AHY C JIEYEHHETO-XHCTONATANIOr Y HH IIPOMCEHH
p PaMKHTE Ha Hali-BHCOKATa M3CNIE/BaHa 1033 OT 300 mg/kg/nex.

Mymazennocm
TecTOBETE 3@ FeHOTOKCHUYHOCT MPH K3NON3BAHE Ha GaxTepuanHH CHCTEMH ¢ in Vitro WiH C MeaguupaHa oT

roCTOINPHEMHHK mMeTabonurHa aKkTHBalllA HE Ca MoKa3alH reHOTOKCHYHA aKTUBHOCT HA KJIOHA3CIIaM.

Penpodykmuena mokcuyHocm
IMpoydYBaHMATA, OLEHABALUM (PEPTHIHTETA H 06IaTa PENpONyKTHBHA CIIOCODHOCT MpH ILTHXOBE NOKa3Bat
MoHWKapaHe Ha Opos Ha OpeMEHHOCTHTE M BJOIICHA APEKHUBASMOCT HA MOKOJCHHUETO MpH 1031 OT 10 v

100 mg/kg/neH.

Tepamozennocm
He ca HabnonaBaHy eMOpHo-(heTanHu WK 3aCArallid MAKKATA HEKENaHH ePEeKTH TPH MHIIKH ¥ [UTEXOBE CIICA
[epopalHo NMPHIOKEHHWE Ha KJIOHA3ENaM B mepuona Ha opraHorexesa, B A03M 10 cuoTBeTHO 20 HIH

40 mg/kg/aeH.

B HAKOJKO NMPOYYBaHUsA MpH 3alLH, C1eA AC3H 10 20 mg/kg/neH, e HabmoaaBaHa HUCKA, HE CBbp3aHa G no3aTa
yecToTa HA MOA0GEH THI MandopMauMH (LeNka Ha HeO1eTo0).

6. OAPMAIIEBTHYHH JAHHU
6.1 CnicpK HA NOMOUIHHTE BellECTBA

JlaxTo3a MOHOXHIpAT
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Huwecre, NpeaKenaTHHA3UPAHO
Llemyno3a, MUKPOKpPUCTATHA

[HoBunoH

Marse3ueB creapar

6.2 HecbBMeCTHMOCTH

Henpunoxnmo.

6.3 Cpok Ha TOAHOCT

3 roaMHH

6.4 CoeunaJHH YCJI0BHA HA ChXpaHeHHE

To3u NleKapcTBEH NPOAYKT HE H3HCKBA CNCUHANHN yCIOBHA Ha CbXPpaHEHHE.
6.5 Buau chrabpkanye HA ONAKOBKATA

Knouapekc 0,5 mg # 2 mg TabneTKH ¢a ONaKkoBaHH B 6muctrepu AVPVC/PVDC.
Bcexu 6nucTep chabpxa 10 Tabnerkd KioHapekc.
KaproHeHaTa OMakoBKa ChAbpxa 3 bnucrepa (30 Tabnerku).

6.6 CrnenuaaHy NpeaNasHH MEPKH NPH H3IXBBPAAHE H paboTta

HamMa crieHaTHA H3UCKBaHHA.

7 INPHTEXATEJ HA PABPELIEHHETO 3A YINIOTPEDBA

Pexc dapmaciotrkiic Jlonaod EOO
6ya. ,Cumeonoscko woce” 110

ks. ['panuna, 6n. 12, e1. 4, an. 16

1700 Codus, benrapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YINOTPEBA

Knounapexc 0,5 mg Tabnerku Per. Ne 20150042
Knouapekc 2 mg Tabnerky Per. Ne 20150043

9, JATA HA IIBPBO PA3ZPEIIABAHE/TIOAHOBABAHE HA PA3ZPEIIEHHRETO 3A

YINNOTPEDBA

Jlata Ha MepBO paspelnapane - 17.02.2015
ITaTa Ha MOCNEAHO MOKHOBABAHE — 06.01.2020

10. JATA HA AKTYAJM3HPAHE HA TEKCTA

08/2026
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